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DETAILED ACTION 
Terminal Disclaimer 

The terminal disclaimer filed on 09/05/06 disclaiming the terminal portion of any 
patent granted on this application which would extend beyond the expiration date of US 
6,706,283 has been reviewed and is accepted. The terminal disclaimer has been 
recorded. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 49-58, 62-68, 70-74 and 76-78 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Kerc et al. WO 96/36318. 

Kerc discloses a pharmaceutical composition comprising a core, and a 
coating surrounding the core (page 4, 1 st and 2 nd paragraphs). The core 
comprises an amorphous drug dispersed in a polymer such as polyvinyl 
pyrrolidone and hydroxypropylmethyl cellulose with a viscosity from 3-1500 
mPa.s (page 7; and example 1). The core is further mixed with excipients 
including cellulose ethers, glidant, filler, and lubricant (osmotic agent and 
osmotically effective solute) (page 8, 2 nd -3 rd paragraph; page 9, i st -2 nd 
paragraph; and page 10, last paragraph through page 11, 2 nd -3 rd paragraph). 
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The core is then coated with a film coating (page 9, paragraph 3 through page 
10; page 1 1 , paragraphs 2-3). Drug includes antibiotics, antihypertensives, 
antiparkinson, hypnotic, and those disclosed in page 5, 4 th paragraph. The 
composition can be prepared in granule (multiparticulate) form, the granule 
can then be compressed into tablet, and the tablet is coated with a film (page 
11; and examples). 

It is noted that Kerc does not explicitly teach at least one delivery port. 
However, it is the position of the examiner that the exit port is an inherent 
feature, because Kerc teaches the use of the same drug (amorphous agent), 
the same osmotic agent (hydroxyethyl cellulose, hydroxypropyl cellulose, or 
hydroxypropylmethyl cellulose), the same osmotically effective solute 
(mannitol, sorbitol, glucose, or sodium chloride), the same dispersing polymer 
(hydroxypropylmethyl cellulose), and the same water-permeable coating. 
Accordingly, the water-permeable coating of the same polymer would have 
the same properties, e.g., porous (delivery ports). Applicant's specification at 
page 23, lines 16-29, and page 24, lines 13-22, defines delivery ports as any 
opening or pores that are formed in situ during use. Products of identical 
chemical composition cannot have mutually exclusive properties. A chemical 
composition and its properties are inseparable. Therefore, when the prior art 
teaches the identical chemical structure, the properties applicant discloses 
and/or claims are necessarily present. In re Spada, 911 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). 
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Claim Rejections - 35 USC § 103 

The following is' a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 49-58, 60-68, 70-74 and 76-78 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Faour et al. US 6,004,582, in view of Kerc et al. WO 96/36318. 

Faour teaches an osmotic device comprising a core comprises an active agent, 
an osmotic agent and polyvinyl pyrrolidone; a semi-permeable membrane; and a 
passage way (column 4, lines 63 through column 5, lines 1-30; and column 9, lines 52- 
58). Active agent is disclosed in columns 14-15. Semi-permeable membrane is made 
of material that remains its chemical and physical integrity in the environment of use 
(column 9, lines 1-16). The core further includes osmotically effective solutes (column 
9, lines 38-51). Faour further teaches the use of tablet binder such as polyvinyl 
pyrrolidone, cellulose material, polypropylene glycol, and polyoxyethylene- 
polyoxyproprylene copolymer (column 10, lines 35-57). 

Faour does not explicitly teach solid dispersion of a drug in its amorphous form. 
However, Kerc teaches dispersing an amorphous active agent in polymers is especially 
suitable for active agents which exhibit poor solubility in crystal form (abstract). Thus, it 
would have been obvious to one of ordinary skill in the art to prepare the osmotic device 
of Faour using the solid dispersion of an amorphous drug in view of the teaching of 
Kerc, because Kerc teaches using amorphous active agent in which the solubility and 
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the dissolution rate of the active agent will be independent of its polymorphous form, 
crystallinity, particle size and specific surface area, because Kerc teaches crystalline 
active agents have the essential disadvantage due to the presence of the crystalline in 
several polymorphous modification, crystal size, and results in a release rate that is not 
constant, because Faour teaches the use of poorly soluble drugs, and because Faour 
teaches the osmotic device can be prepared according to methods known in the art. 

It is noted that the cited references do not teach the dosage form provides an 
AUC in a use environment that is at least 1.25 fold that of a control dosage form 
comprising an identical dosage form containing an equivalent quantity of undispersed 
drug, as claimed in claims 60 and 61 . However, it is the position of the examiner that 
the osmotic device taught by Faour in view of Kerc would provide a similar AUC 
because references teaches the use of the claimed active agent, and the claimed 
dispersing polymer, as well as the claimed semi-permeable membrane. 

Claims 49-78 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Faour et al., in view of Kigoshi et al. US 6,254,889. 

Faour is relied upon for the reasons disclosed above. Faour does not explicitly 
teach solid dispersion of a drug in its amorphous form, as well as the use of a specific 
dispersion polymer such as hydroxypropylmethyl cellulose acetate succinate. 

Kigoshi teaches a solid dispersion dosage form of a slightly soluble drug 
comprising dispersing an amorphous drug in a dispersion polymer including 
hydroxypropylmethyl cellulose acetate succinate (see abstract; and column 3, lines 18- 
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33). The dispersing solution is sprayed onto an absorbent carrier to obtain a drug core. 
The core is than mixed with excipient, and made into dosage form (column 4, lines 39- 
67). Thus, it would have been obvious to one of ordinary skill in the art to prepare the 
drug core of Faour using the solid dispersion of an amorphous drug in view of the 
teaching of Kigoshi, because Kigoshi teaches slightly soluble drugs have high 
crystallinity and low bioavailability, because Kigoshi teaches improving the solubility and 
bioavailability of slightly soluble drugs by dispersing slightly soluble drug in a polymer to 
form a solid dispersion, because Faour teaches the use of poorly soluble drugs, and 
because Faour teaches the osmotic device can be prepared according to methods 
known in the art. 

It is noted that the cited references do not teach the dosage form provides an 
AUC in a use environment that is at least 1 .25 fold that of a control dosage form 
comprising an identical dosage form containing an equivalent quantity of undispersed 
drug, as claimed in claims 60 and 61. However, it is the position of the examiner that 
the osmotic device taught by Faour in view of Kigoshi would provide a similar AUC 
because references teaches the use of the claimed active agent, and the claimed 
dispersing polymer, as well as the claimed semi-permeable membrane. 

Response to Arguments 

Applicant's arguments filed 09/05/06 have been fully considered but they are not 
persuasive. 
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Applicant argues that Kerc does not teach a coating that is non- 
dissolving and non-eroding, a delivery port, and a coating that controls the 
influx of water to said core from an aqueous environment of use to cause 
extrusion of at least a portion of said core through said at least one delivery 
port. However, it is noted that Kerc teaches the claimed osmotic agent, see 
for example pages 8-9, including polyvinyl pyrrolidone, hydroxyethyl cellulose, 
hydroxypropyl cellulose, or hydroxypropylmethyl cellulose. Kerc also teaches 
the claimed osmotically effective solute, see for example page 9, 2 nd 
paragraph, including starch, glucose, mannitol, sorbitol, or sodium chloride. 
Regarding the delivery port, as disclosed in the above 1 02(b) rejection, exit 
port is an inherent feature. It is inherently clear that the dosage form taught 
by Kerc would have at least one delivery port form in situ, because Kerc 
teaches the use of the same osmotic agent, the same osmotically effective 
solute, and the same water-permeable coating. Products of identical 
chemical composition cannot have mutually exclusive properties. A chemical 
composition and its properties are inseparable. Therefore, if the prior art 
teaches the identical chemical structure, the properties applicant discloses 
and/or claims are necessarily present. In re Spada, 911 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). Hence, the 102(b) rejection by Kerc is 
maintained. 

Applicant argues that ports are implemented in osmotic dosage forms by physical 
means, for example by physically laser drilling through a tablet coating, or by forming 
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the pore during the coating process, or by forming the port in situ during use. Applicant 
further indicates that inherency will not lie because Kerc never discloses forming a port 
or any means for forming one. However, in response to applicant's argument that Kerc 
never teach forming a port or any means for forming one, it is noted that the features 
upon which applicant relies are not recited in the rejected claims. Although the claims 
are interpreted in light of the specification, limitations from the specification are not read 
into the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 
1993). Furthermore, Kerc does teach means for forming port, for example, osmotic 
agent including polyvinyl pyrrolidone, hydroxyethyl cellulose, hydroxypropyl cellulose, or 
hydroxypropylmethyl cellulose; and osmotically effective solute, including starch, 
glucose, mannitol, sorbitol, or sodium chloride. 

Applicant argues that the chemical composition of claim [1] 49 is different than 
that disclosed in Kerc because Kerc does not in fact use "the same water-permeable 
coating". Moreover, the examiner's reasoning is faulty because it is indeed possible for 
compositions to contain the same components and yet be different due to the fact that 
they differ structurally. In response to applicant's argument, claim 49 does not recite 
any percentage or amount of the components to impart different structure. 
Furthermore, claim 49 does not recite any specific water-permeable polymer to impart 
differences between the claimed polymer and those taught by Kerc. 

Applicant argues that Faour and Kerc are not properly combinable, because 
Kerc, as noted, relates to a matrix controlled release dosage form, while Faour 
reference relates to a matrix controlled release device that is differ from Kerc in 
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structure and mechanism of delivery. In response to applicant's argument that, the test 
for obviousness is not whether the features of a secondary reference may be bodily 
incorporated into the structure of the primary reference; nor is it that the claimed 
invention must be expressly suggested in any one or all of the references. Rather, the 
test is what the combined teachings of the references would have suggested to those of 
ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981). 
In the instant case, Kerc teaches using amorphous active agent in which the solubility 
and the dissolution rate of the active agent will be independent of its polymorphous 
form, crystallinity, particle size and specific surface area, Kerc teaches crystalline active 
agents have the essential disadvantage due to the presence of the crystalline in several 
polymorphous modification, crystal size, and results in a release rate that is not 
constant, Faour teaches the use of poorly soluble drugs, and Faour teaches the osmotic 
device can be prepared according to methods known in the art. 

Applicant argues that Kigoshi simply discloses that some of the polymers useful 
as dispersion polymers in applicant's invention are known. Kigoshi does not otherwise 
fill in any of the shortcomings of the combination, and the examiner has not otherwise 
provided any basis as to how Kigoshi renders applicants' claims obvious. In response 
to applicant's argument, the test for obviousness is not whether the features of a 
secondary reference may be bodily incorporated into the structure of the primary 
reference; nor is it that the claimed invention must be expressly suggested in any one or 
all of the references. Rather, the test is what the combined teachings of the references 
would have suggested to those of ordinary skill in the art. See In re Keller, 642 F.2d 



Application/Control Number: 10/799,536 Page 10 

Art Unit: 1615 

413, 208 USPQ 871 (CCPA 1981). Kigoshi teaches slightly soluble drugs have high 
crystallinity and therefore, low bioavailability. Thus, the solubility and bioavailability of 
slightly soluble drugs can be improved by dispersing slightly soluble drug in a polymer 
to form a solid dispersion. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on M-F 6:00 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 




S. Tran 

Patent Examiner 
AU 1615 



